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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be avaiiabie under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is speciried above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this oommunication, even if timely filed, may reduce any 
earned patent temrt adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 07 December 2001 . 
2a)\3 This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed In accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Clalm(s) 1-30 Is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) ^ Ciaim(s) 1-28 is/are allowed. 

6) EI Claim(s) 29 and 30 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim (s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)D The drawing{s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(8) Including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)D Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) S Notice of References Cited {PTO-892) 4) Q Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(sVMail Date. . 

3) S Information Disclosure Statement{s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mall Date . 6) □ Other ^ . 

^^Ol^'^ii^T'CA)^ Office Action Summary Part of Paper No./Mail Date 0601 2004 



Application/Control Numter: 10/009,109 Page 2 

Art Unit: 1743 

DETAILED ACTION 

Claim Refections - 35 USC §102 

1. Tke following is a quotation of tke appropriate paragraphs of 35 U.S.C. 102 tkat form 
tke tasis for tke rejections under tkis section made in tkis Office action: 

A person skall he entitled to a patent unless — 

(t) tke invention was patented or described in a printed publication in tkis or a foreign country or in public use or on 
sale in tkis country, more tkan one year prior to tke date of appkcation for patent in tke United States. 

2. Claims 29 & 30 are rejected under 35 U.S.C. 102{L) as Leing anticipated ky USP 
5,500,375 to Lee-Owen et al. (kerein referred to as "Lee-Owen"). 

Lee-Owen teackes an immunockromatograpkic assay device for detecting tke presence of 
an^yte in a sample. In its sandwick immunoassay format, one receptor is laJieled and anotker 
receptor, wkick does not compete witk tke first for kinding to tke analyte, is immokikzed in tke 
detection zone. Wken an^yte is present, it will kind kotk lakeled receptor and immokikzed 
receptor, tkus localizing tke lakel in tke detection zone. In tkis case, a signal directly correlates 
witk tke presence of analyte. Tke lakel may ke a ckromopkore, dye or colored latex particle. See 
col. 6, lines 11-18, 39-44. Tke sohd pk ase support may Le impregnated witk alkumin (coL 5, 
knes 43-45). Tkougk tke Lee-Owen apparatus is not directed towards use in determining 
allergen levels, tke reference is still applicaLle to tke instant claim because claims directed to an 
apparatus must ke distinguisked from tke prior art in terms of structure ratker tkan function. 
Apparatus claims cover wkat a device is, not wkat a device does. As suck, kecause tke structural 
limitations of Lee-Owen are tke same as tkose instantly claimed, tke Lee-Owen patent properly 
constitutes prior art, witkin tke meaning of 35 USC 102(k). 
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AllowaUe Suhject Matter 

3. claims 1-2S are allowed. 

4. Tke following is a statement of reasons for tke indication of allowable subject matter: tke 
prior art does not teack or suggest a metkod for determining allergen activity in dust suck as 
instantly claimed wkerein a colorimetric amine detection reagent is employed. Furtker, tke prior 
art does not teack or suggest a metkod of determining allergen activity in dust suck as instantly 
claimed, wkerein a protease sukstrate kaving immobilized tkereon proteins or peptides labeled 
witk a ckromogenic substance specific aUy interacts witk tke protease in dust & quantitatively 
measures protease intensity. 

Any inquiry concerning tkis communication or earlier communications from tke 
examiner skould ke directed to Monique T. Cole wkose telepkone numker is 571-272-1255. 
Tke examiner can normally ke reacked on Monday-Tkursday from 6:30 A.M. to 4:00 P.M. 

If attempts to reack tke examiner ky telepkone are unsuccessful, tke examiner's 
supervisor, JiU Warden can ke reacked on 571-272-1267. Tke fax pkone numker for tke 
organization wkere tkis application or proceeding is assigned is 703-872-9306. 

Information regarding tke status of an application may be obtained from tke Patent 
Application Information Retrieval (PAIR) system. Status information for publisbed applications 
may be obtained from eitker Private PAIR or Puklic PAIR. Status information for unpuklisked 
appkcations is availakle tkrougk Private PAIR only. For more information ^out tke PAIR 
system, see kttp://pair-direct. uspto.gov. Skould you kave questions on access to tke Private PAIR 
system, contact tke Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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